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and Research (CBER), and the Director
and Deputy Director, Office of Biologi-
cal Product Review, CBER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 54 FR 8317, Feb. 28,
1989; 62 FR 67271, Dec. 24, 1997]

§ 5.50 Notification to petitioners of de-
terminations made on petitions for
reclassification of medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to notify
petitioners of determinations made on
petitions for reclassification of medical
devices that are classified in class III
(premarket approval) by sections 513(f)
and 520(l) of the Federal Food, Drug,
and Cosmetic Act (the act) and denials
of petitions for reclassification of med-
ical devices that are submitted under
section 513(e) of the act (except for pe-
titions submitted in response to FED-
ERAL REGISTER notices initiating
standard-setting under section 514(b) of
the act or premarket approval under
section 515(b) of the act):

(a) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH) and the Director
and Deputy Directors, Office of Device
Evaluation.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Biologi-
cal Product Review, CBER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 54 FR 8317, Feb. 28,
1989; 54 FR 11866, Mar. 22, 1989; 62 FR 67271,
Dec. 24, 1997]

§ 5.51 Determination of classification
of devices.

(a) The following officials, for devices
assigned to their respective organiza-
tions, are authorized to determine the
classification of a medical device in
commercial distribution prior to May
28, 1976, pursuant to section 513(d) of
the Federal Food, Drug, and Cosmetic
Act (the act):

(1) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH) and the Director
and Deputy Directors, Office of Device
Evaluation, CDRH.

(2) The Director and Deputy Director,
Center for Biologics Evaluation and
Research (CBER).

(b) The following officials, for devices
assigned to their respective organiza-
tions, are authorized to determine the
classification of a medical device first
intended for commercial distribution
after May 28, 1976, pursuant to section
513 (f)(1)(A) of the act:

(1) The Director and Deputy Direc-
tors, CDRH, and the Director, Deputy
Directors, Chief of the Premarket Noti-
fication Section, Division and Deputy
Division Directors, Associate Division
Directors, and Branch Chiefs, Office of
Device Evaluation, CDRH.

(2) The Director and Deputy Director,
CBER.

[55 FR 6974, Feb. 27, 1990, as amended at 60
FR 2014, Jan. 6, 1995; 62 FR 67271, Dec. 24,
1997]

§ 5.52 Notification to sponsors of defi-
ciencies in petitions for reclassifica-
tion of medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to notify
sponsors of deficiencies in petitions for
reclassification of medical devices sub-
mitted under sections 513(f) and 520(l)
of the Federal Food, Drug, and Cos-
metic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH) and the Director
and Deputy Directors, Office of Device
Evaluation, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Biologi-
cal Product Review, CBER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 54 FR 8317, Feb. 28,
1989; 62 FR 67271, Dec. 24, 1997]

§ 5.53 Approval, disapproval, or with-
drawal of approval of product de-
velopment protocols and applica-
tions for premarket approval for
medical devices.

(a) The following officials, for medi-
cal devices assigned to their respective
organizations, are authorized to ap-
prove, disapprove, declare as complete
or incomplete, or revoke product devel-
opment protocols for medical devices
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submitted under section 515(f) of the
Federal Food, Drug, and Cosmetic Act
(the act):

(1) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Directors, Office of Device
Evaluation, CDRH.

(2) The Director and Deputy Director,
Center for Biologics Evaluation and
Research (CBER), and the Director and
Deputy Director, Office of Biological
Product Review, CBER.

(b)(1) The following officials, for med-
ical devices assigned to their respec-
tive organizations, are authorized to
approve, disapprove, or withdraw ap-
proval of applications for premarket
approval for medical devices submitted
under sections 515 and 520(l) of the act:

(i) The Director and Deputy Direc-
tors, CDRH, and the Director and Dep-
uty Directors, Office of Device Evalua-
tion, CDRH.

(ii) The Director and Deputy Direc-
tor, CBER, and the Director and Dep-
uty Director, Office of Biological Prod-
uct Review, CBER.

(2) For medical devices assigned to
their respective division, the Division
Directors, Office of Device Evaluation,
CDRH, are authorized to approve, dis-
approve, or withdraw approval of sup-
plemental premarket applications.

(c) The Director and Deputy Direc-
tors, CDRH, for medical devices as-
signed to their organization, are au-
thorized to issue notices to announce
the approval, disapproval, or with-
drawal of approval of a device, and to
make publicly available a detailed
summary of the information on which
the decision was based, under sections
515(d), (e), and (g) and 520(h)(1) of the
Act.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 49 FR 21708, May 23,
1984; 50 FR 9424, Mar. 8, 1985; 54 FR 8317, Feb.
28, 1989; 62 FR 67271, Dec. 24, 1997]

§ 5.54 Determinations that medical de-
vices present unreasonable risk of
substantial harm.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to deter-
mine that medical devices present an
unreasonable risk of substantial harm
to the public health, and to order ade-

quate notification thereof, under sec-
tion 518(a) of the Federal Food, Drug,
and Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Compli-
ance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56947, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40316, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]

§ 5.55 Orders to repair or replace, or
make refunds for, medical devices.

The following officials, for medical
devices assigned to their respective or-
ganizations, are authorized to order re-
pair or replacement of, or refund for,
medical devices under section 518 (b)
and (c) of the Federal Food, Drug, and
Cosmetic Act:

(a) The Director and Deputy Direc-
tors, Center for Devices and Radiologi-
cal Health (CDRH), and the Director
and Deputy Director, Office of Compli-
ance, CDRH.

(b) The Director and Deputy Direc-
tor, Center for Biologics Evaluation
and Research (CBER), and the Director
and Deputy Director, Office of Compli-
ance, CBER.

(c) The Director, Deputy Center Di-
rector for Review Management, and
Deputy Center Director for Pharma-
ceutical Science, Center for Drug Eval-
uation and Research (CDER); and the
Director and Deputy Director, Office of
Compliance, CDER.

[48 FR 56948, Dec. 27, 1983, as amended at 49
FR 14933, Apr. 16, 1984; 57 FR 40317, Sept. 3,
1992; 62 FR 2556, Jan. 17, 1997; 62 FR 67272,
Dec. 24, 1997]
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